HCV RNA detection in HCV antibody-positive patients with the COBAS AmpliPrep/COBAS TaqMan HCV test, v2.0 in comparison with FDA-approved nucleic acid tests.
Analysis of hepatitis C virus (HCV) RNA levels is critical for assessing the efficacy of antiviral therapy and the achievement of a sustained virologic response. This study evaluated the clinical performance of the COBAS AmpliPrep/COBAS TaqMan HCV quantitative test, version 2.0 (TAQMAN v2.0) with the COBAS AmpliPrep/COBAS TaqMan HCV quantitative test, version 1.0 (TAQMAN v1.0), the VERSANT HCV qualitative assay (VERSANT), and the COBAS AMPLICOR HCV test, v2.0 (AMPLICOR) qualitative test for the detection of HCV RNA in serum or EDTA plasma from patients who are or have been infected with HCV and carry HCV antibodies. A total of 277 participants were evaluable for the percent agreement analysis of the TAQMAN v2.0 with the VERSANT and with the AMPLICOR. The overall percent agreement between the TAQMAN v2.0 and the VERSANT or the AMPLICOR was 99.3% (95% CI: 97.4%, 99.8%) or 98.9% (95% CI: 96.9%, 99.6%), respectively. The overall percent agreement between the TAQMAN v2.0 and the TAQMAN v1.0 when 267 of the original samples were assessed was 98.9% (95% CI=96.7%, 99.6%). The TAQMAN v2.0 demonstrated high correlation with the previously approved HCV RNA quantitative and qualitative tests.